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* Food and Drug Administration
Washington, DC 20204

NOV-7 199ii

0820 “97 !XC16 P1 :44

Mr. Rakesh M. Amin
Dining and Dining
150 North Wacker Drive
Chicago, Illinois 60606

Dear Mr. Amin:

This is in response to your letter of October 20, 1997 to the Food and Drug
Administration (FDA) pursuant to section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the act), on behalf of Vitality Corporation, Carson City, Nevada. Your
submission states that Vitality Corporation is making, among other claims, the
following claims for the product “Angie}-Clear:”

“Vitamin C plays a role in increasing collagen that helps protect bIood vessels
and may reduce levels of lipoprcltein(a)”
“L-Lysine aides in preventing the development of lipoprotein(a)”
“L-Proline helps aid in the maintenance and repair of artery lining”

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The statements that you are making for this
product suggest that it is intended to treat, prevent, cure, or mitigate disease, namely,

coronary artery disease by reducing the level of a blood-borne substance [hat is
associated with increased risk of coronary artery disease and repairing arterial vessels
damaged by coronary artery disease. III addition, the name of the product (Angio-

Clear) suggests that the product is intended to treat, cure, prevent, or mit igate disease
by treating or preventing plaque formation (i.e., the lesions characteristic of coronary

artery disease). These claims do not meet the requirements of section 403(r)(6) of the
act. These claims suggest that this product is intended for use as a drug within the
meaning of section 201 (g)( 1)(B) of the act, and that it is subject to regulation under the
drug provisions of the act. If you intend to make claims of this nature, you should
contact FDA’s Center for Drug Evaluation and Research (CDER), Office of Compliance,
HFD-3 10,7520 Standish Place, Rockville, Maryland 20855.
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Please contact us if we may be of firther assistance.

Sincerely,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Special Nutritional
Center for Food Safety

imd Applied Nutrition

Copies:
FDA, Center for Drug Evaluation and Research, office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200
FDA, San Francisco District Office, Office of Compliance, HFR-PA140
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PAT!CNT AND TRADEMARK

COUNS??L

Office of Special Nutxit-i.onals (HFS-450) vi-a overni~ht Delivery

Center for Food Safety and
Applied Nutrition

Food and Drug Administration
200 C Street, SW
Washington, Dc ZOZOA

Re: Notification of Statementxi of Nulxi.tional ~port

Dear Sir:

Enclosed is the original and two copies of an e>cecuted
notification of Statements of Nutritional Support as required
under Section 101.93 of 21 Code of Federal Regulations+

If necessary, please add:ress future correspondellce to our
firm.

Sincerely yours,

Enclosure

75560 CALLE DELSUR

I?JDIAN WELLS. CALIFORNIA 92210

(619) 568-1924

TELZFAX No.

(619) 341-1045

CALIFORNIA LEGAL ASSOCIATE
R. CHANDLER MYERS

301 NORTH LAKE A4VENU!Z
PASAD~NA, 91101

(818)792-0007
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October 20, 1997
1

Oif~ce of Spatial NvtriZi.~~alu (HFS-450) 0822 ●97 0EC16 PI:44center for ?ood Safety and ~
Applie~ Nuzrl.ticn

Food and Orug Administration
200 C Streex, SW
Washington, DC 20204 :

Re: ~tatamemts of llutritionel Hwmort

C5ncider the lollQwlng as nOtiflC&tiOII of St&tQmQnta Qf NiIVLtiOhal
Support aE :eq~i.fed under 6eztion 101.93 of 21 Code of Feder&l RWU16tiQn0.

Cistribctcr KaTe L Address: ~f~~~~ity corporation
3123 Researct, Way, #216
Carson City, Nevada 89706

1) “A free :-~dieal scavenging
ager.t” ar.d ‘helps neutralize
free radica~s”.

2) ‘“Afree radical scavenging
agent” ad “he:ps neutralize
free radicala”.

3) “Nutr~r>or,al support for the
arterie~ and circulkcory
cy~tqm”~”Vitamin C play~ a
zole’in Lncrmasing colLagen
that hel.peprotect blcwl
vsjsseis&nd may raduca levels
of lipoprotein(a)”; “Potaasium
is rewired for norm61 ,cell
m@tabolLsm and the conv~r6L~n
05 ql’Jcoseto energy”; ,
“L-Ly9~ne 9i.de~in pxeventiw
ck development of Lipo-
protein(a); and ‘~-proline
hQ:~G &la ill the Maint~&nOO
ur.drepair of artery li+ing”.

‘3)“Nutricior,al eupport for che
hurulnbo5y’”.

Name of Subject
=~ Rry .UsUQk.r33J..fQ

Pine Bark Extract and
Proanchocynnidin

Grape Pip Extract and
Prcanthocyanidin

Vitamin C, P3tas6ium,
V&yne6ium, 1,-Ly6Ln6
zn5 l.-Pcolin0

Inonitol, Folic Acid,
BiotiR, Vitamin E,
Calcium,. M.gnesium,
potageLiJM, Iron, Copperr
Fanganawa, Zino, Chromiu:n
and SeMniurn

OPC 85 Antioxidant

OPC ‘S2Antioxidant
ProanthGdin ‘

Angio-CLear
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Of fica of spec!.al Nutritioa.i19 (fi?S-450)
900C and Drug Administxat:on

5) ‘“HEIF’s provide nutritional
sup~rt for the Eyes and
Vision” .

i 1>

Name of Sabject
~~otary _Ingredi.ent[-s~

:’?WW3Z!EEL3G’3: P.&33

Vitamin A, Vitamin 9,
Vit~in E, Vitamin C,
Vicunin B-1, Vitamin B-2,
Kiacin, VLtami~ E-6,
Pantothenic Acid, CalciUm,

,
Kagnoaium and Zinc
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, 61 “Czicium &nd magneaium ~mrk Calcium, Magnesium and
cogethar t~ maintai~ heaLthy Pho6p?.orum
hcmee an~ teeth”; ‘qxagn’esium
i.$ involved in energy
generation”; anti“Vitax*inD
is essential for calcium
assirailation and Utilititiol)”.

Bcand N* e

Vie ion

Calcium-
Haqmesi.um

The information c?w.tal~ed Ln ct,isnotice is corcpiete ar.daccurar.e. The
~ above distributor has aubata~ti.ation that the atatemo~ta ar~ trukhful antinot
x.iele&ding.

I

_&ik&zlQu4z$.
Gary PaulWon
Pre8ideI?t
vitality corpora.:iofi
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